INTRODUCTION AND OBJECTIVES: Focal therapy (FT) has a low side-effect profile but there is uncertainty about its medium-long term cancer control compared to radical approaches. Both focal HIFU and focal cryotherapy are used in the UK based on cancer characteristics and location. We aimed to compare cancer control of FT with radical prostatectomy.
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METHODS: In line with NICE guidance, multicentre prospective cancer registries were used to review all consecutive men undergoing either focal HIFU (n[625) or cryotherapy (n[122) and laparoscopic radical prostatectomy (LRP) (n[571) between 2007-17. Within FT intervention up to 2 focal sessions were allowed. A propensity score was constructed with groups matched 1:1 (FT[HIFU or Cryo]:LRP) using nearest neighbour matching. Inclusion criteria were PSA<20ng/ ml, Gleason[/<7 and T-stage[/<T2c.
Matching variables were age, PSA, grade, MCCL, unilateral/ bilateral disease, neo-adjuvant hormone use and treatment year. Men with missing matched variables, and to reduce bias against the LRP group, men that received early adjuvant therapy within 1 year were excluded. Primary outcome was Failure Free Survival (FFS) defined as salvage or systemic therapy.
RESULTS: After inclusion/exclusion criteria, 420 HIFU, 81 Cryotherapy and 346 LRP men remained with matching leading to 183 men in each cohort. The group were well matched for median Age (64 years), PSA (8.0-8.1 ng/ml), MCCL (6 mm). Gleason Scores were 3þ3 in 66 (36%), 3þ4 in 105 (57.4%), 4þ3 in 12 (6.6%) (FT) and 3þ3 in 60 (32.8%), 3þ4 in 107 (58.5%) and 4þ3 in 16 (8.7%) (LRP).
At all-time points, there was no significant difference in FFS (p[0.39). The 5-year actuarial FFS for FT was 88% [95%CI 82-94] and 85% [95%CI 80-92] for LRP [ Figure 1 ]. Limitations include the inability to remove all sources of bias and certain variables such as tumour volume were not collected in the databases, although MCCL as a surrogate marker of disease volume was used.
CONCLUSIONS: Medium-term cancer control with a Focal Therapy approach appears comparable to LRP, accounting for variation in location, size and risk of organ confined prostate cancer. Whilst longterm data, ideally from RCTs, are awaited these might be used to help counsel patients about treatment options. Gleason score 3þ4 or 4þ3 and PSA <[ 20 ng/ml. Randomization of eligible candidates is performed using a web-based randomization system. Recruitment: 125 subjects per arm; inclusion period is 4 years. FA using HIFU Focal One (EDAP TMS) device is applied to the prostate region where MRI and 3D-TRUS prostate biopsies detected clinically significant Pca. Robot assisted laparoscopic RP or open retro-pubic RP is performed using unilateral nerve sparing technique.
The primary objective is to compare the rate or treatment failure in each arm. Treatment failure in FA arm is defined as detection of highrisk cancer in control biopsy requiring RP or External beam radiation treatment (EBRT). Treatment failure in RP arm is defined as postprostatectomy PSA rising > 0.2 ng/mland need for EBRT. Secondary objective is to compare the impact of treatments on urinary continence, erectile function and quality of life. The follow-up consists of regular PSA measurements and assessments of the functional results. In the FA arm, mpMRI, targeted and systematic biopsies will be performed in all patients at 12 and 36 months after the treatment.
RESULTS: To date, 59 patients have been randomized. Mean age: 62.9 yrs (46-73), median PSA: 9 ng/ml (2.2-20) and Gleason Score: 3þ3 (5%), 3þ4 (73%) and 4þ3 (22%).
Eleven out of 29 patients (39%) randomized to PR refused RP and demanded FA instead. No patient rejected the FA. (Figure1) .
CONCLUSIONS: A randomized controlled trial comparing FA and RP is difficult because of a high rate of cross-overs from RP to FA.
